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DETAILED ACTION 

Status of the claims 

1 . Claims 5, 89, 91 and 92 are amended, claims 18-39, 43, 45-65, 69-77 and 79 are 
canceled, claims 1-17, 40-42, 44, 66-68, 78 and 80-95 are pending in the application, claims 2-4, 
9, 80 and 82-84 are withdrawn from consideration as being drawn to a nonelected invention, 
claims 1, 5-8, 10-17, 40-42, 44, 66-68, 78, 81 and 85-95 are examined on the merits. 

2. Withdrawn rejections: 

3. The rejection of Claims 1, 5-8, 10-17, 40-42, 44, 66-68, 78, 81 and 85-95 on the ground 
of nonstatutory obviousness-type double patenting as being unpatentable over copending 
Application No. 1 1/189,305 is withdrawn in view of the abandonment of '305 on file date 
August 20, 2008. 

Claim Rejections - 35 USC §103 

4. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

5. The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1, 148 USPQ 459 
(1966), that are applied for establishing a background for determining obviousness under 35 
U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 
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2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating obviousness 
or nonobviousness. 

6. Claims 1, 5-8, 13-17, 40-42, 44, 66-68, 78, 81, and 85-95 are rejected under 35 U.S.C. 
103(a) as being unpatentable over Peters et al (US 5,443,445) in view of Leiboff (US 4,637,814). 

7, With respect to claim 78, as best depicted in Figures 2 and 4, Peters teaches a tube for 
attaching to a bowel, comprising a tubular body (10) having a front end adapted to be inserted 
into a bowel. Peters disclosed the claimed device except for a sewing ring. Peters teaches the 
free edge of the bowel is secured to annular collars by straps or ligatures as follows: axially 
spaced circumferentially extending annular collars 24, 28 extend around the tubular body 10 at 
the portion of the tubular body inserted into the bowel. Peters teaches the collars 28 have a 
portion 26 which projects outward away from the body such that the bowel is attachable to the 
collars 28 by passing cables straps or ligatures (c. 4, 11. 2-3) through the bowel and the collars 
through eyes / holes 27, 28 provided in the circumferentially extending collars ridge 26, 28 (c. 3, 
11. 54-59) for securing the drain tube to the bowel (c. 3, 11. 46-50). Thus Peters provides 
motivation for securing the bowel to the device. 

8 , As best depicted in Figures 27, 28, 26e and 29, Leiboff teaches an apparatus for intestinal 
irrigation comprising a tube and side arm wherein the double side arm drain tube 220 has a 
modified distal end. Leiboff teaches that in place of the expandable cuff (fig. 27) or proximal to 
the cuff 25 (fig. 28), a fabric cuff 222 is provided to which the free edge of a bowel is sewn as 
depicted in Figure 26e to form a water tight seal (c. 20, 11. 57-68). Leiboff additionally teaches 
another modification in which the drain tube can be molded with a circumferential groove or 
channel 224 either near the distal tip of the drain tube in place of or in addition to an expandable 
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cuff for receiving a tube clamp 226 placed around the bowel end over the drain tube, said clamp 
and groove may also be used in conjunction with the cloth cuff. Therefore it would have been 
obvious to one having ordinary skill in the art at the time the invention was made to modify the 
annular rings/ collars of Peters by utilizing a sewing cuff as taught by Leiboff since Leiboff 
states, at c. 20, 11. 60-61, that the benefit of such a modification is that it provides a water tight 
seal such that effluent from the bowel does not contaminate other areas of the operating field, 
thereby providing a cleaner more sanitary intestinal irrigation device. 

9. With respect to claim 81, Peters discloses the claimed invention except for the bowel is 
clamped to the sewing ring. As best depicted in Figure 29, Leiboff teaches the bowel is clamped 
226 to drain tube 220 in addition to the sewing cuff 222 (c. 20, 11. 61-68). Therefore it would 
have been obvious to one having ordinary skill in the art at the time the invention was made to 
clamp the tube and sewing cuff/ ring as taught by Leiboff in the device of Peters since Leiboff 
states, at c. 21, 11. 3-10, that the benefit of the clamp is that it allows a surgeon to seal the tube 
and irrigate the bowel. 

10. With respect to claim 85, Peters teaches that the circumferentially extending collars 26, 
28 are arranged around the circumference of the tubular body 10 in substantially the same 
location as the claimed sewing ring and performs the substantially identical function of providing 
a ring to which the bowel can be secured to the drain tube by ligatures, i.e. sewing or by cable 
straps. 

1 1 . With respect to claim 86, Peters teaches the body 1 0 has a proximal end adapted to be 
inserted into the bowel and a distal end, and the projecting portion 26 of the collars 28 projecting 
toward the distal end (fig. 2). 
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12. With respect to claim 87, Peters teaches the collars 24, 28 circumferentially extend 
outward from the tubular body, thereby creating notches at the juncture between the collars and 
the body, which are fixed relative to one another and perform the substantially identical function 
of the instant claimed notch. 

13. With respect to claims 68 and 88, Peters discloses the claimed invention except for 
expressly disclosing the ring, i.e. the collars are monolithic, i.e. formed in one piece. It would 
have been obvious to one having ordinary skill in the art at the time the invention was made to 
provide the collars / rings of Peters formed either monolithically or separably since it has been 
held that forming in one piece an article which has formerly been formed in two pieces and put 
together involves only routine skill in the art. Howard v. Detroit Stove Works, 150 US 164 
(1893). 

14. With respect to claims 66 and 89, Peters teaches a side arm 12 extending from a side of 
the body 10 and the side arm 12 being adapted to mate with an outflow tube 3 at a distal end and 
the attachment collars /rings 24, 28 arranged proximate the distal end of the body for securing 
the body within an open end of the severed bowel (figs. 2 and 4). 

15. With respect to claim 90, Peters teaches a tie seat 26 for supporting a tie 29 used to tie the 
bowel around the body. With respect to the limitation the ring is part of a unitary device, see 
claims 68 and 88, supra. 

16. With respect to claims 5, 67 and 91-92, as best depicted in Figure 6, Peters teaches sheath 
3 (c. 3, 11. 19-20) separate from the attachment device 24, 26, 28 and is arranged rearward of the 
rings/ collars and having rolled and unrolled positions. Therefore it would have been obvious to 
one having ordinary skill in the art at the time the invention was made to provide a sheath in the 
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claimed location since Peters states, at c. 3, 11. 19-22, that the benefit of forming the device with 
a sheath is that the sheath provides a cover that envelopes the a tube thereby allowing the drain 
tube to be gripped without exposing the user of the device to bowel effluent and it has been held 
that rearranging parts of an invention involves only routine skill in the art. In re Japikse, 86 
USPQ 70. 

17. With respect to claims 6, 7 and 93, Peters teaches ridge 26 is circumferential, extending 
outward from an outer circumferential surface of the body 10. 

18. With respect to claim 95, reciting the ring is monolithic, see claims 68 and 88, supra. 

19. With respect to claims 1, 13-17, 40-42 and 44, Peters discloses the claimed invention 
except for the circumferential triangular lips angled forward to facilitate insertion of the tube into 
the bowel. As noted supra, Peters teaches circumferentially extending annular collars through 
which either cables straps or ligatures can be threaded or sewn for securing the drain tube to the 
bowel (fig. 3). As best depicted in Figures 2 and 4, Peters teaches the rings / collars comprise 
rounded surfaces; such rounded surfaces would facilitate insertion of the rube into the bowel 
because the rounded surfaces would easily slide into a bowel because there are no sharp or 
abrupt edges which would stop or impede the insertion thereof. Therefore it would have been an 
obvious matter design choice to triangular lips angled forward or rounded surfaces since both 
perform the substantially identical function of providing a surface which may be smoothly 
inserted into a bowel and it appears that the device would work equally well with the rounded 
edges of the rings/ annular collars of Peters and if a prior art structure is capable of performing 
the intended use as recited in the preamble, then it meets the claim. In re Schreiber, 128 F.3d, 
1473, 1477, 44 USPQ2d 1429, 1431 (Fed. Cir. 1997). 
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20. With respect to claims , 40-42, 66 and 89, as best depicted in Figures 1,2 4, and 6, Peters 
teaches sidearm (12) extending form a side of the body (10) having a proximal end (11) adapted 
to be inserted into a bowel and the side arm (12) being adapted to mate with an outflow tube (3) 
at a distal end. 

21 . With respect to claims 5-8, 67 and 91-93, as best depicted in Figure 6, Peters teaches 
sheath (c. 3, 11. 19-20) which covers the tube (3). Therefore it would have been obvious to one 
having ordinary skill in the art at the time the invention was made to provide a sheath in the 
claimed location since Peters states, at c. 3, 11. 19-22, that the benefit of forming the device with 
a sheath is that the sheath provides a cover that envelopes the a tube thereby allowing the drain 
tube to be gripped without exposing the user of the device to bowel effluent and it has been held 
that rearranging parts of an invention involves only routine skill in the art. In re Japikse, 86 
USPQ 70. 

22. With respect to claims 13-15, 41, 42 and 44, Peters discloses the claimed invention 
except for a plurality of triangular lips. As best depicted in Figures 1,2 4 and 6, Peters teaches 
collars (24) and recesses (25) for securing the device within the bowel. It would have been an 
obvious matter of design choice to use lips instead of collars since Applicant has not disclosed 
the lips solve any stated problem and it appears that the invention would work equally well with 
the collars disclosed in Peters since Peters states, at c. 4, 11. 20-25, that this ensures the bowel is 
held securely to the device. 

23. With respect to claims 8 and 94, Peters discloses the claimed invention except for the 
sheath is made of molded latex or silicone and the ring made of soft pliable material. Peters 
teaches the sheath 3 (fig. 6) is flexible material, thus providing motivation for flexible material. 
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Latex and silicone are well-known for being flexible and pliable materials suitable for medical 
devices. Therefore it would have been obvious to one having ordinary skill in the art at the time 
the invention was made to form the sheath of flexible material as taught by Peters, said flexible 
material including latex and silicone known for being flexible and suitable for medical devices, 
since it has been held to be within the general skill of a worker in the art to select a known 
material on the basis of its suitability for the intended use as a matter of obvious design choice. 
In re Leshin, 125 USPQ 416. 

24. With respect to claim 10, Peters discloses the claimed invention except for the body is 
formed from an injection molding process. The method of forming the device is not germane to 
the patentability of the device itself; therefore this limitation does not lend additional patentable 
weight. 

25. Claims 1 1 and 12 are rejected under 35 U.S.C. 103(a) as being unpatentable over Peters 
in view of Leiboff and further in view of Kaplan et al (US 3,908,660). 

26. With respect to claim 11, Peters discloses the claimed invention except for the body is 
transparent. Kaplan, at c. 1, 1. 60, teaches the ability of the body of the device to be transparent, 
thus providing motivation for such. Therefore it would have been obvious to one having 
ordinary skill in the art at the time the invention was made to provide the body of Peters 
transparent as taught by Kaplan since Kaplan states at c. 3, 11. 33-36, that the advantage of 
providing a transparent body is that it allows a laser beam to be used to form a slit in the colon 
wall. 

27. With respect to claim 12, Peters discloses the claimed invention except for at least one 
thread for mating with a screw cap. As best depicted in Figure 1, Kaplan teaches at least one 
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thread (54) for mating with a screw cap (52). Therefore it would have been obvious to one 
having ordinary skill in the art at the time the invention was made to form the device of Peters 
with a thread and screw cap as taught by Kaplan since Kaplan states, at c. 2, 11. 15-17, that the 
advantage to forming the device with this design is that the threads hold the components 
together. 



Response to Arguments 

28. Applicant's arguments filed August 13, 2008 have been fully considered but they are not 
persuasive. Applicant argues the following: 

29. It is not obvious to use circumferentially extending collars and straps instead of a sewing 
ring and ligatures. The sewing ring solves problems and performs better than the collars of 
Peters. Reliance on the ligatures of Peters is misplaces since the ligatures are not sewn during 
surgery. Remarks, p. 10, problems identified on p. 11. 

30. These arguments are not persuasive, as detailed supra, for the following reasons. 

3 1 . The collars of Peters are located in the substantially same location as the claimed ring, 
and perform the substantially identical function of providing a ring to which the bowel can be 
secured to the drain tube by ligatures, i.e. sewing or by cable straps. 

32. The problems identified by Applicant, movement of the bowel before it is attached or 
slippage of the bowel from the tube appears to be solved by Peters in the substantially identical 
manner, i.e. by securing the bowel to the tube by providing rings or collars to which the bowel 
can be sewn by ligatures as claimed, and also by securing the bowel by cable straps, taught to be 
an equivalent method by Peters. 
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33. Applicant has not provided any evidence, such as the results of clinical trials, that the 
collars of Peters, when sewn to the bowel by ligatures, would perform differently than the instant 
claimed ring. Therefore the rejection stands. 

Conclusion 

34. THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within TWO 
MONTHS of the mailing date of this final action and the advisory action is not mailed until after 
the end of the THREE-MONTH shortened statutory period, then the shortened statutory period 
will expire on the date the advisory action is mailed, and any extension fee pursuant to 37 
CFR 1 .136(a) will be calculated from the mailing date of the advisory action. In no event, 
however, will the statutory period for reply expire later than SIX MONTHS from the mailing 
date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Ginger T. Chapman whose telephone number is (571)272-4934. 
The examiner can normally be reached on Monday through Friday 9:30 a.m. to 6:00 p.m.. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Tatyana Zalukaeva can be reached on (571) 272-1 1 15. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Ginger T Chapman/ 
Examiner, Art Unit 3761 
11/03/08 



/Tatyana Zalukaeva/ 

Supervisory Patent Examiner, Art Unit 3761 



